
NUTRITION FOR TWOTy LLC 
5742 WEST HAROLD GATIY DRIVE 

SALTLAKECITY, UT84116 
-- Phone 801-517-7000 Fax 801-517-7003 

November 2,2004 

VIA: Certified Mail 

Food and Drug Administration 
200 C Street S.W. 
Washington, DC 20204 

Re: Notification Pursuant to Section 6 of DSHEA and 21 CFR $101.93 

Dear Sir or Madam: 

Enclosed please find the Notification Pursuant to Section 6 of DSHEA and 21 

CFR Q 101.93 for the dietary supplement product Vitrel-3 TM. This notification is on behalf 

of Nutrition for TwoTM, LLC. 

\ Please review the information at your earliest convenience. Please contact me 

with any questions or if there is any further information I can provide regarding this 

matter. 

Sincerely, 

Legal Assistant 

Enclosure 



NOTIFICATION PURSUANT TO 
SECTION 6 OF DSHEA 
AND 21 CFR § 101.93 

This notification is being filed on behalf of Nutrition for TwoTM, LLC that is 
the Distributor of the product(s) which bear the statements identified in this 
notification. Its business address is: 5742 W Harold Gatty Dr. Salt Lake City, 
Utah 84116. This notification is being made pursuant to Section 6 of DSHEA and 
Rule 21 C.F.R. 9 101.93. The dietary supplement product on whose label or 
labeling the statements appear is Vitrel-3TM. 

The text of each structure-function statement for which notification is now 
being given is: 

(Statement 1): “Helps Your Newborn Sleep Longer and Better.” 

(Statement 2): “Natural Supplement yoU Take in the Third Trimester 
of Your Pregnancy Helps Stabilize Erratic Infant Sleep 
Patterns After Your Child Is born.” 

(Statement 3): “A new government-funded study (by no less than the 
National Institutes of Health) conducted at the 
University of Connecticut and recently published in 
The American Journal of Clinical Nutrition found that 
newborns slept better and longer with fewer late-night 
interruptions if their mothers consumed adequate 
amounts of the active compound contain in Vitrel-3TM 
(from Nutrition for TwoTM) during the last trimester of 
pregnancy.” 

(Statement 4): “Vitrel-3’sTM active compound (an all-natural fatty acid 
derivative) stabilizes a newborn’s erratic sleep 
patterns.” 

(Statement 5): “And for mother’s who decide to breast feed and 
maintain adequate levels of this all-natural, isolated 
nutrient, the benefits are even greater: enhanced 
neonatal development and more sleep for both 
mother and baby throughout the first six months of 
life.” 

The following summary identifies the dietary ingredient(s) or 
supplement(s) for which a statement has been made: 
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. 

Statement r Identity of Dietary Ingredient(s) or Supplement(s) 
Number that is the Subject of the Statement: 

1 Vitrel-3TM - 60 Count Box 
2 Vitrel-3TM - 60 Count Box 
3 Vitrel-3TM - 60 Count Box 
4 Vitrel-3TM - 60 Count Box 
5 Vitrel-3TM - 60 Count Box 

The following identifies the brand name of each supplement for which a 
statement is made: 

Statement 
Number 

1 
2 
3 
4 
5 

Brand Name Label or Labeling? 
Nutrition for TwoTM, LLC both 
Nutrition for TwoTM, LLC both 
Nutrition for TwoTM, LLC both 
Nutrition for TwoTM, LLC both 
Nutrition for TwoTM, LLC both 

I, Daniel B. Mowrey, Ph.D., am authorized to certify this Notification on 
behalf of Nutrition for TwoTM, LLC. I certify that the information presented and 
contained in this Notification is complete and accurate, and that Nutrition for 
TwoTM, LLC has substantiation that each structure-function statement is truthful 
and not misleading. 

Dated this 2 day of b Lj,,/J d .A ,2004. 

?ff- 
Consultan for utrition for TwoTM, LLC 
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Hiipis *tiur lhvborq 
LongsrAnd Better+ 

Sleep 

(And Tliit’Mean&ou Sleep Better Too!) 

Natural Supplement ‘/ou Take In The 
Third Trimester Of Your Pregnancy Helps 

Stablllze Erratic Infant Sleep Patterns 
After Your Child Is Born” 

DIETARY SUPPLEMENT 

For ktrel-S’” 
Supplement Facts Supplement Facts 
For Vitrel-S’” 
serving sim 1 Capsule 
swngr Per container: M 

Amount Per % Daly 
Servmg ;;gauefc& 

Women 
calwies - calwies - 5 5 

Ca!mes from Fat Ca!mes from Fat 5 5 
Total Fat Total Fat 05g 05g I I 

Polyunsahlrated Fat Polyunsahlrated Fat 05g t 05g t 
Vdamln E Vdamln E 5 IU 5 IU 17% 17% 
Vitamin 86 Vitamin 86 05mg 05mg 23% 23% 
hate hate 100 mcg 100 mcg 25% 25% 
Vltamm 812 Vltamm 812 05mcg 05mcg 19% 19% 
Magnesum Magnesum 40 mg 40 mg 10% 10% 
Vitref-3% 276 mg 

A pnpfietlry blend of the following 
Cervomc &Id t 
LeUClne t 
lwleucme t 
Valllle t 
PKLll”~ + ._...,” 
hMhlc!ilme t 
Glutamme t 
&lmme t 

Ingredwds Specially processed palyunsaturated Catty acids. 
gelatm, glycerm, soybean 01, sdl~on dmxlde, water and Utamum 
dloxlde (natural white c010rJ 
Nets: Cmtams mgredlends dewed from mamx sources 

Nuttmon For Two” products are dlstrlbuted 
throughout the USA exclusw?ly by 
Basic Research*, LLC Salt take CQ, Utah 84116 
MademtbeUSA 
Directions Take 1 easy-to wallow capsule tn!ce 3 
day wth food For example, one at breakfast and one dt 
dinner 

www.Vitrel3.com 
www.NutritionForTwo.com 
Call toll-free: l-800-898-5153 

USB only as dIrected. Store at controlled room 
temperature 15’.3o”C/59”-86’F 

‘There statements have not been evaluated by the Food 
and Drug Administratien. This product is not intended to 
diagnose, bea& cow, or prevent any disease. 

’ Babies Slept Better And Longer, 
With Fewer LEte-Night Interruptions.. . 
If Mom Consumed “Super Nutrient” 
During Third Trimester 

A new government-fiulldecll sturdy (by no lebs 
than the’Nationa1 Institutes of Health) conducted 
at the linivcrsity of Connecticut and recently _ 
pubkihed in The American Jwmal of Chid 
Nutrition found that newborns slept better and 
longer with lewer late-night interruptions if their 
mothers consumed adequate amounts of the 
active compound contained in Wtrel-3” (from 
Nutrition for Tujo’“) during the last trimester 
of pregnancy * Vitrel-J’s” active compound (an 
all-natuml fatty acid derivative) stabilizes a 
newborn’s elldc ~4ecp patterns * And for mothers 
who decide to breast feed and nxamtain adequate 
levels of this all-naturdl, isolated nutrient, the 
benefits are even grexer. enhanced neonatal 
development and more s!eep for both mother 
and baby throughout the first six months of life * 
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